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Cfaegebv receiving, for eac h said infeccioug 
dlge^sA ^ suitable iioiminoqen in such a mounts, given aii aueh 

aqgg. — fee — e,ffgct^ivQ £s substanti ally prevent or 

SVl?gt;9^t;j,^Uv ?^g(^uce the severity of such i n Eectious disease; 

a^nigterinq further resulting in an immine 

response in-skid mammal sufficient tQ_substantially reduce the 
incidence of diabetes mellitis in such mammals : 
where, when all\ of the immunogens administered are selected 
from Che group \ consisting of BCG, diphtheria, tetanus, 
pertussis, pqXio, ui^P^t^i^is hemophilus influenza, measles, 
mumps and rubella immunogens, for at least one such immunogen, 
ither 

(a) a pluraliW of doses of the immunogen are 
administered, and suci^ doses are administered less than 2 8 
days apart, or 

(b) Che immunogen \is a live polio virus and ac least 
five doses are given durimg the first. 112 days after birth, 
or 

(c) the immunogen is \ not a live polio virus, and at 
least four doses are given ffluring the first 112 c3ays after 
birth, 

21 (amended) . In a kethod for immunization against at 
least three infectious diseases, comprising administering at 
lease one pharmaceutically acceptable dose of diphtheria/ 
tetanus /pertussis vaccine to aVmammal of at least 42 days of 
age, the improvement corrprising 

(a) further administering t^ said mammal at least one 
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pharmaceutically acceptable dose of diphtheria/pertussis/ 
tetaLOUs vaccine, wherein raid further administration (a) is 
according co at least onA step selected from the group 
consisting of 

(1) administrating \ at least two doses of said 
diphtheria/tetanus/pertussis vaccine at less than 42 days of 
age of said mammal; 

(2) administering said at least one of said dose 
of said diphtheria/ tetanus /pertussis vaccine at less than 42 
days of age of said mammal and also administering at least a 
second dose of said diphtheria/tetani\s /pertussis vaccine, said 
second dose or any subsequent dose a\aministered less than 28 
days after the preceding dose when s^id mammal is less than 
175 days of age; and 

(3) administering said at 3\east one dose of said 
diphtheria/tetanus /pertussis vaccine atXless than 42 days of 
age of said mammal and also administering as a total of at 
least four doses of said diphtheria/cetaniip/pertussis vaccine 
prior to the age of 112 days of said 

wherein the further administration redT\ces tat least one 
measure selected from the group consisting o^] thie incidence 
[, prevalence, frequency, and severity of at l^ast one chronic 
immune mediated disorder] of diabetes mellitis \r. or at least 
one surrogate marker of said disorder,] in a population and/or 
subpopulation of said mammals. 

23 (amended) . In ^ method for immunization against at 
least two infectious diseases, con^rising administering at 
least one pharmaceutical ly acceptable dose of 


ppR_ll_igg5 14:17 FROM BROWDY PND NEIMfiRK 


TO 


7033084312 


P. 06/16 




diphtheria/tetanus/pernussis vaccine and at least one 
phannaceutically acceptable dose of hemophilus influenza 
vaccine co a mannnal of at least 42 days of age, the 
ixr^rovement coit^rising 

(a) further administering to said mammal at least one 
pharmaceutically accepcable\ dose of at least one of a 
diphtheria/pertussis/ tetanus \ vaccine and a hemophilus 
influenza vaccine wherein saici further administration (a) is 
according to ac least one method from the group consisting of 

(1) administrating at\ least one dose of both said 
diphtheria/pertuss is /tetanus vafccine and said hemophilus 
influenza vaccine at less than 42\ days of age of said mammal 
and at least a second dose of at least one said vaccine prior 
to 42 days of age of said mammal; 

(2) administering at leasn one of said dose of both 
said diphtheria/tetanus/pertussis vadcine and said hemophilus 

luenza vaccine at less than 42 days of age of said mainmal 
nd also administering at lease a second dose of both of said 
vaccines, wherein said second dose and or any subsequent dose 
is administered at less than 42 days af t^ the preceding dose 
when said mammal is less than 175 days of\age; and 

(3) administering at least one ofy said dose of both 
said diphtheria/tetanus/pertussis vaccine aisd said hemophilus 
influenza vaccine at less than 42 days of ag^ of said mammal 
and administrating at least four doses, prioA to the age of 
112 days, of said mammal for said diphtheAia/pertussis/ 
tetanus vaccine or said hemophilus influenza vacca^e, [wherein 
the further administration reduces [at least dfie measure 
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Selected from tM group consisting of] th& incidence 
prevalence, frequency^ and severity] of [at least one chronic 
immune mediated disorder, or at least one surrogate marker of 
said disorder, ] diabetes mellihis in a population andZor 
subpopulation of said malijma.ls, 

24 (amended) . In a fftethod for immunization against at 
least two infectious diseases, comprising administering at 
least one plxarmaceucically acceptable first dose of at least 
one pharmaceutically acceptable immunogen selected from the 
group consisting of a diphtheri^tetanus/pertussis itmminogen, 
a polio immunogen, a hepatitis\ B immunogen, a hemophilus 
influenza immunogen, a non-pediatric immunogen, and a 
measles/mumps/rubella immunogen, to a mammal after 112 days 
of age but prior to 724 days bf age, the improvement 
comprising 

(a) further administering to saAd mammal, prior to the 
age of 112 days, at least one pharmaceutically acceptable 
cond dose containing a greater amount d£ said immunogen than 
the amount of immunogen jidmiifi'stered as s^id first dose after 
112 days of age but prior to 724 days of a^e of said mammal, 
wherein the further administration reduc^ [at least one 
measure selected from the group consisting of i Vthe incidence 
prevalence, frequency, and severity] of [at le^t one chronic 
immune mediated disorder, or at least one surrogate marker of 
said disorder,] diabete s _melliti3 in a population and/or 
subpopulation of said mammals. 

25 (amended) . In a method for immunization against at 
least two infectious diseases, comprising adininis taring at 


r RPR-ll-1995 14:18 FROM BROUIDY PND NEIMPRK 


TO 7033084312 P. 08/16 




least one phartnaceutr^cally acceptable dose of a non-whole cell 
pertussis vaccine to\a mammal at least 42 days of age but 
prior to 724 days of ag.e, the improvement comprising 

(a) further administering to said mammal at least one 
pharmaceutically acceptable dose of at least one 
pharmaceutically acceptable immunogen selected from the group 
consisting of afi diphtherxa/tetanus immunogen, a non-whole 
cell pertussis immunogen, aXwhole cell pertussis immunogen, 
a polio immunogen, a hemophilus influenza immunogen, a 
measles/mumps/rubella immunogen and a non-pediatric immunogen, 
wherein said further administration (a) is according to at 
least one selected from the group consisting of 

(1) administrating said at least one dose of said 
immunogen at less than 42 days of \age of said mammal ; 

(2) administering said at least one dose of said 
immunogen, said dose comprising at least a second dose, said 
second dose or any subsequent said dose administered less than 
28 days after the preceding dose when said maircnal. is less than 

75 days of age; and ' \ 

(3) administrating at least fooir doses prior to the 
age of H2 days of said mammal, wherein the further 
administration reduces [at least one measurA selected from the 
group consisting of J the incidence [, prevalence, frequency, 
and severity] of [at least one chronic immune mediated 
disorder, or at least one surrogate marker of said disorder, ] 
diabetes mellitis in a population and/or subpopulktion of said 
mammals. \ 

26 (amended) . In a method for immunization abainst at 
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least two infectidjis diseases, comprising administering at 
least one pediatric Vaccine to a mainmal of at least 42 days 
of age, the improvement conprising 

(a) further admini.stering to said mainmal at least one 
pharmaceutically accept;aJble dose of at least one 
pharmaceutically acceptal^S(,e vaccine selected from (i) a 
combined vaccine containing at least diphtheria, tetanus, 
pertussis, and hemophilus influenza immunogens, and (ii) a 
combined vaccine containing kt least diphtheria, tetanus, 
pertussis, and hepatitis B imnrunogens, 

wherein said further administration (a) is according to at 
least one step selected from the group consisting of 

(1) administrating at least of one of said dose of 
said combined vaccine at less thaA 42 days of age of said 
mammal ; 

(2) administering at least ^e of said dose of said 
/combined vaccine, said dose cort^rising at least a second dose, 

Qjy said second dose or any subsequent dose administered less than 
/ 28 days after the preceding dose when said\ mammal is less than 
/ 175 days of age; and 

(3) administrating at least fourXdoses prior to ite 
age of 112 days of said mammal, 

wherein the further administration reduces \[at least one 
measure selected from the group consisting of] the incidence [, 
prevalence, frequency, and severity] of [at lease one chronic 
immune mediated disorder, or at least one surrogate marker of 
said disorder,] diabetes mellitig in a populatioA^ and/ or 
subpopulation of said mammals « 
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21 (araended) . In a method [of] for ixnznunization agai: 
at least two infectious diseases and tolerizing agaijaSt at 
least one antigen, corr^srising administering at yl^ast one 
pharmaceutically acceptable dose of at least jeme pediatric 
vaccine to a niainmal of at least 42 d^s of age and 
administering at least one tolerogen to said mammal, 
the irrqprovement comprising / 

(a) further administering to said mammal at least one 
pharmaceutically acceptable dose of at least one 
pharmaceutically acceptable immunogen selected from the group 
consisting of an diphtheria/tzfetanus/percussis immunogen, a 
hemophilus influenza immimogen, a measles/m\imps/rubella 
immunogen, a polio immunognen, and a non-pediatric immunogen, 
wherein said further yadntnistration (a) is according to at 
least one step selecred f^om the group consisting of 

(1) adminiararating said at least one dose of said 
immunogen at less tlian 42 day of age of said mammal; 

(2) adznicnistering said at least one dose of said 
immunogen, said dose comprising at least a second dose, said 
second dose or yany subsequent dose administered less than 28 
days after cheT preceding dose when said mammal is less than 
175 days of s/ge; and 

(i) administrating at least four doses prior to to 
age of 112/ days of said mammal, 

wherein ohe further administration reduces j^he [at least one 
measure /selected from the group consisting of] incidence 
prevalence, frequency, and severity] of [at least one chronic 
immun^ mediated disorder, or at least one surrogate marker of 
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30 (amended) . In a method £or immunization against at 
least two infectious diseases, cozrrprising administering at 
least one pharmaceuticarly acceptable dose of at least one 
pediatric vaccine to a mammal of at le'ast 42 days of age, 
the iit5>rovement comprising 

(a) further administerizig to said mammal at least one 
pharmaceutically acceptable \ dose of at least one 
pharxnaceutically acceptable imrminogen to said mammal prior to 
the age of 8 days; and 

(b) further administering at l^ast one pharmaceutically 
acceptable dose of ac least one pharmaceutically acceptable 
immunogen to said mammal at least 11 da^ys of age but less than 
26 days of age, 

wherein the further administrations redxice the [at least one 
measure selected from the group consistiVg of] incidence [, 
prevalence, frequency, and severity] of [at \east one chronic 
immxine mediated disorder, or ac lease one surrogate marker of 
said disorder,] diabetes mellitis in a popu\ation and/or 
subpopulation of said m^mnals. 

33 (amended) . In aXmethod for immunization against at 
least two infectious diseS^ses, comprising administering at 
^ least one pharmaceutically ^^cceptable dose of at least one 
pharmaceutically acceptable itottunogen to a mammal, 
the improvement coir^rising 

(A) further administerill^g at least a second 
KN^ . / pharmaceutically acceptable d^e of at least one 
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pharmaceutxbally acceptable iznoninogen, said second' dose and 
or any subseqrueht dose is administered less than 28 days after 
the preceding dose^ 

wherein said (i) secohd or any subsequent dose contains the 
same or different immunog^ns or the same or different amounts 
of said immunogens as any oti^er dose; (ii) each said separate 
dose is administered during a 0\78 hour period, and (iii) the 
further administration reduces .fehe. [at least one measure 
selected from the group consisting of Kincidence [ , prevalence, 
frequency, and severity] of [at leastV one chronic immune 
mediated disorder, or at least one surrogat^e marker of said 

disorder,] ^jalpg^gs mellitis in a populk^ion and or 

subpQpulation of said mammals, 

35 (amended) . In a method for immunization against at^ 
least two infectious diseases, comprising administering' at 
least one pharmaceutically acceptable dose of h^jJatitis B 
vaccine to a mammal of at least 42 day^x^f age, the 
improvement comprising 

(a) further administering to s^rf^ mammal at least one 
pharmaceutically acceptable dosf/Sf said hepatitis B vaccine 
according to at least ^oneXstep selected from the group 
consisting of 

(1) admini^rabta^ at least 3 said doses of said 
vaccine at less th^ S6 days of age of said mammal; 

(2) ^administrating said at least one dose of said 
vaccine, sa^ dose comprising at least a second . dose/ said 
second doSe or any subsequent dose administered less than 28 
days a^ter the preceding dose when said mammal is less than 
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175 days of age; and 

(3) aditiinis crating at lease four doses pri03:.-fetr'the 
age of 112 days of said mammal, ^ 
wherein the furtherca^iijri-etrfacion reduces thB [at least one 
measure sele^petTrrornf thfe group consisting of] incidence [, 
pre^^^J^e^e, frequency^ and severity] of [at lease one chronic" 
^^..ifrmune mediated disorder, or of at least one surrogate marlcer 
of said disorder,] diabetes mellitis in a population and/or 
^laafepo pulation -of—aar lJ uuiiai taAs-.- . 



3 ^(amended) . A method of immunizing a mammal less than 
96 monthsNpf age against at least two infectious disease and 
at least on^ chronic immune -mediated disorder, comprising 

adxninist^ing to said mammal one or more pharrnaceutically 
acceptable phanrikceucical preparations, comprising one or more 
immunogens, according to an immunization schedule according 
to which, -at specif iX times after birth, the maxnmal receives 
one or more pharmaceut^ally acceptable doses of one or more 
immunogens ; 

said mammal thereby receiving, for each said infectious 
disease, a 'suitable immunoge2i\in such amounts, given at such 
ages, as £0 be effective tia^ substantially prevent or 
substantially reduce the severity W such infectious disease; 

said administering further iresulting in an immune 
response in said mammal sufficient to ^^^stantially reduce the 
incidence [or' severity] of [at leastX one chronic unmune 
mediated disorder] diabetes mellitis in s^ch mainmal; 

the first dose of said immunization isdjhedule including 
an immune modulator beginning 42 days b^sjgor o-feirth , 
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'Ji^ Where said mammal is xioc imrminized with an immunogen in 
such amounts and at such cixntes as would substantially induce 
[said immune-mediated disorderi diabetes mellitig . 

1- The only substantive rejection in this case is 
against claims 2-18, 21-35 and 37, for insufficient 
enablement. However, the Examiner concedes that the 
disclosure is enabling for "a method [of immunising] mammals 
which decreases the incidence of diabetes mellitis". In the 
interest of speedy resolution. Applicants have amended claims 
3, 21, 23-27, .30, 33, 35 and 37 so that all pending claims are 
limited to the admittedly enabled indication. This is without 
prejudice or disclaimer to pursuing the subject matter in a 
continuing application. 

2. Certain of the claims were also rejected for 
indef initeness . 

2 . 1 Claim 3 has been rewritten in independent form, 
hence, claims 2-18 are no longer dependent on cancelled claim 
1. 

2-2 Claim 9 has been amended to refer to claim 3. 

2.3 The Examiner states that she is uncertain of what 
was intended by claim 32. However, the quoted language is 
from original claim 31, not 32, and does not reflect the 
correction of "proceeding" to --preceding-- in the last 
amendment. 

An example of an immunization schedule within claim 31 
is the following: 
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